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PRELIMINARY DRAFT - NOT READY FOR INTRODUCTION

AN A:GT/ ; relating to: the wholesale distribution of prescription drugs, and
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granting rule-making authorlt}/@/

Analysis by the Legislative Reference Bureau

This is a preliminary draft. An analysis will be provided in a later version.

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:

SECTION 1. 450.01 (1m) of the statutes is created to read:

450.01 Q(Im)é}kAuthentication” means verification, before distributing a
prescription drug, that each transaction listed on a pedig‘if;z-e has occurred.

SECTION 2. 450.01 (2m) of the statutes is created to read:

450.01 (2m) “Chain pharmacy warehouse” means a physical location for drugs
or devices that acts as a central warehouse and performs intracompany sales or
transfers of the drugs or devices to a group of chain pharmacies that have the same

common ownership and control.
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1 SECTION 3. 450.01 (9) of the statutes is amended to read:

2 ?:5%91 (9) “Distributor” means a person licensed by the board under s. 450.07

3 %\250.071 %

History: 1985 a. 146; 1987 a. 65; 1991 a. 114; 1995 a. 448; 1997 a. 27, 68; 1997 a. 237 5. 727m.

4 SECTION 4. 450.01 (11m) of the statutes is created to read:

5 450.01 (11m) “Facility” means a facility of a wholesale distributor where

6 prescription drugs are stored, handled, repackaged, or offered for sale.

7 SECTION 5. 450.01 (11r) of the statutes is created to read:

8 450.01 (11r) “Intracompany sales” means any transaction or transfer between

9 any division, subsidiary, parent, or affiliated or related company under common
10 ownership and control of a corporate entity.
11 SECTION 6. 450.01 (13r) of the statutes is created to read:
12 450.01 (13r) “Normal distribution channel” means a chain of custody for a
13 medication that goes from a manufacturer to a wholesale distributor to a pharmacy
14 or a chain phar;;écy warehouse to a patient.
15 SECTION 7. 450.01 (14m) of the statutes is created to read:
16 450.01 (14m) “Pedigree” means a document or electronic file containing
17 information that records each distribution of a prescription drug within the
18 distribution channel.
19 SECTION 8. 450.01 (21m) of the statutes is created to read:
20 450.01(21m) “Repackage” means to repack or otherwise change the container,
21 wrapper, or label of a prescription drug. Repackaging does not include the
22 administration, delivery, or distribution of a prescription drug by a pharmacist to a
23 patient.

24 SECTION 9. 450.01 (23) of the statutes is created to read:
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450.01 (23) “Wholesale distribution” does not include:

(a) Intracompany sales of prescription drugs.

(b) The administration, delivery, dispensing, sale, purchase, distribution,
trade, or transfer of a prescription drug or offer to sell, purchase, distribute, trade,
or transfer a prescription drug for emergency medical reasons.

(¢) The distribution of prescription drug samples by a manufacturer’s
representative.

(d) Drug returns, when conducted by a hospital, health care facility, retail
pharmacy, or charitable institution. | /grm e

(e) The sale of minimal quantities of prescription drugs by retaﬂ;\%ﬁc{@s to
licensed health care providers for office use.

(f) The practice of pharmacy.

(g) The sale, transfer, merger, or consolidation of all or part of the business of

accomplished as a purchase and sale of stock or business assets.

SECTION 10. 450.01 (24) of the statutes is created to read:

450.01 (24) “Wholesale distributor” means a person engaged in the wholesale
distribution of prescription drugs, including but not limited to repackagers,
own-label distributors, private label distributors, jobbers, brokers, warehouses,
including manufacturers’ and distributors’ warehouses, and drug wholesalers or
distributors, independent wholesale drug traders, and retail pharmacies or chain
pharmacy warehouses that conduct wholesale distribution.

SECTION 11. 450.07 (title) of the statutes is amended to read:

450.07 &gtitle) Manufacturers and-distributors; licensure.

History: 1985a. 146;1991 a. 39.
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SECTION 12
X
SECTION 12. 450.07 (2) ﬁf the statutes is repealed. L {Am A
SECTION 13. 450.07 (3) o\f the statutes is repealed. 2005 C"’?"E’?G(\!{a )

(b o dsatte A by
SECTION 14. 450.07 (4) (b)|of the statuteséis amended to read:

- iy tY0.
450.07 (4) (b) ;fl‘he boarg shall adopt rules prescribing minimum standards for

) L b fad)
manufacturing and-distributing drugs. ,{ [sery uﬁémiii

History: 1985 a. 146; 1991 a. 39.

SECTION 15. 450.071 of the statutes is created to read:

450.071 Wholesalepi/StributorS; licensure. (1) No person may engage in
the wholesale distribution of;iz’ﬁre“:;'iption drug in this state without obtaining a
license, for each facility it operates, from the boérd.

(2) An applicant shall submit a form provided by the board showing all of the
following, and swear or affirm the truthfulness of each item in the application:

(a) The name, business address, and telephone number of the applicant.

(b) All trade or business names used by the applicant. <

(c) Names, addresses, and telephone numbers of contact personifor all facilities
used by the applicant for the storage, handling, and distribution of prescription
drugs.

(d) The type of ownership or operation for the applicant’s business.

(e) If the applicant’s wholesale distribution business is a partnership, the
name, address, title, and telephone number of each partner, and the name of the
partnership.

(f) If the applicant’s wholesale distribution business is a corporation, the name,

address, title, and telephone number of each corporate officer and director, the name

of the corporation, and the state of incorporation.
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No - Rules adopted under this paragraph may not impose requirements regarding

the storage of a controlled substance in a safe, a steel cabinet, a vault, or any other
secure storage compartment, area, room, or building unless one of the following

applies:
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(g) If the applicant’s wholesale distribution business is a sole proprietorship,
the name of the sole proprietor and the name of the business entity.

(h) Alist of all licenses and permits issued to the applicant by any other state
that authorizes the applicant to purchase or possess prescription drugs.

[

(i) The name, address, and telephone number of a Adesignated representative.

G) For mperson listed in par. (i), a personal information statement that
contains all of th(; following:

1. The person’s date and place of birt}}:

2. The person’s places of residence for the past 7 years.

3. The person’s occupations, positions of employment, and offices held during

the past 7 years.

4. The name and addresses for each business, corporation, or other entity listed

sz
in subd. 3.
5. A statement regarding whether the person has been, during the past 7 years,

the subject of any proceeding for the revocation of any license or been prosecuted for
any criminal offense, and the disposition of the proceeding or prosecution.

6. A statement regarding whether the person has been, during the past 7 years,
enjoined, either temporarily or permanently, from possessing, controlling, or
distributi@fb gfy prescription drug, and a description of the circumstances
surrounding the injunction.

7. A description of any involvement by the person with any business, including
investments, other than the ownership of stock in a publicly traded company or
mutual fund, during the past 7 years, that manufactured, administered, prescribed,
distributed, or stored pharmaceutical products or drugs, and a list of any lawsuits

A WS
in which suc%usmess bnamed as a party.
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8. A photograph of the person taken within the previous 30 days.

(3) Upon receipt of the application and information required in sub. (.:3/;, the
board shall conduct a physical inspection of the facility from which the applicant
intends to engage in the wholesale distribution of prescription drugs.

(4) The board shall grant a license to the applicant to engage in the wholesale
distribution of prescription drugs if the inspection conducted pursuant to sub. (E)
satisfies requirements adopted by the board for wholesale distribution facilities and
if the designated representative listed by applicant:

(a) Is at least 21 years old.

(b) Has been employed full time for at least 3 years in a pharmacy or with a
wholesale prescription drug distributor in a capacity related to the administration,
dispensing, and distribution of, and record&eeping related to, prescription drugs.

(c) Has received a score of 75 percent or more on an examination designed and
administered by the board that tests the applicant’s knowledge of state and federal
laws regarding the wholesale distribution of prescription drugs.

(d) Is employed by the applicant full time in a managerial level position.

(e) Is physically present at the wholesale prescription drug distributor’s facility
during regular business hours and is involved in and aware of the daily operation of
the wholesale prescription drug distributor. This parag;;ph does not preclude the
designated representative from taking authorized sick leave and vacation time or
from being absent from the facility for other authorized business or personal

purposes.

(f) Is a designated representative for only one applicant at any given time.
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(g) Has not been convicted of violating any federal, statg/ ;)r local law relating
to wholesale or retail prescription drug distribution or distribution of a controlled
substance.

(h) Has not been convicted of a felony.

(i) Submits to the department 2 fingerprint cards, each bearing a complete set
of the applicant’s fingerprints. The department of justice may provide for the
submission of the fingerprint cards to the federal bureau of investigation for the
purposes of verifying the identification of the applicant and obtaining the applicant’s
criminal arrest and conviction record.

(5) The board may set, by rule, continuing education requirements for
designated representatives under this section.

(6) The board may determine, by rule, requirements for surety bonding or other

7 #his Secho\
liability coverage that each wholesale distributor licensed underW shall

carry in order to be licen

SECTION 16. 450.072 of the statutes is created to read:

450.072 Wholesale distributors; restrictions on transactions. (1) A
wholesale distributor shall receive prescription drug returns or exchanges from a
pharmacy or chain pharmacy warehouse pursuant to the terms and conditions of the
agreement between the wholesale distributor and the pharmacy or chain pharmacy

-
warehouse. Returns or exchanges made under this section shall not be subject to the

v
requirements of s. 450.073, but no wholesale distributor shall permit thé the entry
of adulterated or counterfeit product during a return or exchange of product.
(2) (a) A manufacturer or wholesale distributor may distribute a prescription

drug only to a person who is licensed or authorized by the state to receive a

prescription drug. The manufacturer or wholesale distributor has an affirmative
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duty to verify the person’s license or state authorization before it distributes a
prescription drug to the person.

(b) A manufacturer or wholesale distributor may distribute a prescription drug
only to the premises listed on the person’s license or authorization unless all of the
following are true:

1. The manufacturer or wholesale distributor distributes the prescription
drugs to an authorized agent of the person at the premises of the manufacturer or
wholesale distributor.

2. The manufacturer or wholesale distributor documents the authorized
agent’s name and address.

3. This method of distribution is necessary to promote or protect the health or
safety of the authorized agent’s patient.

gﬁ?\A manufacturer or wholesale distributor may distribute a prescription drug
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recipient 51gns at the time of the distribution, a receipt that shows the type and
quanm@y of prescription drugs distributed.

(e) No manufacturer or wholesale distributor may accept payment for, or allow
the us; of, a person’s credit to establish an account for the purchase of a prescription
drug from any person other than the owner of record, the chief executive officer, or
the chief financial officer listed on the Iicense; or authorization of a person who mayk
receive prescription drugs. Any account established for the purgl;ase of prescription
drugs shall bear the name of the licensed or authorized/ Mér;%w i

SECTION 17. 450.073 of the statutes is created to read:

450.073 Wholesale distributors; pedigree. (1) Each wholesale distributor

shall establish and maintain an inventory and record of all transactions regarding
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the receipt and distribution or other disposition of a prescription drug. The records
shall include a pedigree for each prescription drug that leavegithe normal distribution
channel. This secti;; does not apply to a retail pharmacy or a chain pharmacy
warehouse unless the pharmacy or chain pharmacy warehouse engages in the
wholesale distribution of prescription drugs.

k(/4D A pedigree shall contain all necessary identifying information concerning
each sale or point of distribution in the chain of the distribution of the prescription
drug from the manufacturer until final sale or distribution to a pharmacy or a person
dispensing or distributing the prescription drug. At a minimum, the pedigree shall
include:

(a) The name, address, telephone number, and, if available, electronic mail
address of each recipient or distributor of the prescription drug in the chain of

et 15 P

distribution, until the final sale or distributionf,»idescrlbed in sub. (2) (intr@

(b) The address of each location from which the prescription drug was
distributed, if different from the address provided in par. (:S.

(¢c) The date of each distribution.

(d) Certification that each recipient authenticated the pedigree before

e

distribution;t}f:/ prescription drug to the next point in the chain of distribution.

(e) The name, dosage strength, size and number of containers, lot number, and

name of the manufacturer for each prescription drug.

Y

(&)
'(3) The board may require, after December 31, 2007, wholesale distributors to

maintain an electronic pedigree. The board may determine, after consultation with
prescription drugs manufacturers, wholesale distributors, and pharmacies, when to

require all wholesale distributors to maintain an electronic pedigree.
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L}f

\@) Each person who is engaged in the wholesale distribution of a prescription
drug, including a repackager but not including the original manufacturer of the
prescription drug, and who possesses a pedigree for the prescription drug shall verify
that each transaction recorded on the pedigree has occurred before the person may
dlstrlbute the prescription drug.

Y)) Each pedigree shall be maintained by the final recipient in the chain of
distribution and by the wholesale distributor for 3 years from the date of sale or
distribution.

SECTION 18. 450.074 of the statutes is created to read:
450.074 Wholesale distributors; penalties. (1) A person who violates a
provision of ss. 450.071 to 450.073 is guilty of a Class E felony.

% Any person who engages in misrepresentation or fraud in order to distribute

a prescmptmn drug under ss. 450.071 to 450.073 is guilty of a Class E felony.

in order to distribute the adulterated, misbranded, or counterfeit prescription drug

I fo 450.073
under ss. 450.07 ]ﬁlS guilty of a Class E felony.

(END)
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1 AN ACT ¢o repeal 450.07 (2) and 450.07 (3): to amend 450.01 (9), 450.07 (title)
2 and 450.07 (4) (b) (intro.); and to create 450.01 (Im), 450.01 (2m), 450.01 (11m),
3 450.01 (11r), 450.01 (13r), 450.01 (14m), 450.01 (21m), 450.01 (23), 450.01 (24),
4 450.071, 450.072, 450.073 and 450.074 of the Statutes; relating to: the
5 wholesale distribution of prescription drugs, granting rule-making authority,
6 and providing a penalty.
Analysis by the Legislative Reference Bureau
This is a preliminary draft. An analysis will be provided in a later version.
The people of the state of Wisconsin, represented in senate and assembly, do

enact as follows:
7 SECTION 1. 450.01 (1m) of the statutes is created to read:
8 450.01 (Im) “Authentication” means verification, before distributing a
9 prescription drug, that each transaction listed on a pedigree has occurred.

10 SECTION 2. 450.01 (2m) of the statutes is created to read:
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SECTION 2

450.01 (2m) “Chain pharmacy warehousg" means a physical location for drugs
or devices that acts as a central warehouse and performs intracompany sales or
transfers of the drugs or devices to a group of chain pharmacies that have the same
comman ownership and control.

SECTION 3. 450.01 (9) of the statutes is amended to read:

450.01 (9) “Distributor” means a person licensed by the board under s. 450.07
{2} 450.071.

SECTION 4. 450.01 (11m) of the statutes is created to read:

450.01 (11m) “Facility” means a facility of a wholesale distributor where
prescription drugs are stored, handled, repackaged, or offered for sale.

SECTION 5. 450.01 (11r) of the statutes is created to read:

450.01 (11r) “Intracompany sales” means any transaction or transfer between
any division, subsidiary, parent, or affiliated or related company under common
ownership and control of a corporate entity.

SECTION 6. 450.01 (13r) of the statutes is created to read:

450.01 (13r) “Normal distribution channel” means a chain of custody for a
medication that goes from a manufacturer to a wholesale distributor to a pharmacy
or a chain pharmacy warehouse to a patient,

SECTION 7. 450.01 (14m) of the statutes is created to read:

450.01 (14m) “Pedigree” means a document or electronic file containing
information that records each distribution of a prescription drug within the
distribution channel.

SECTION 8. 450.01 (21m) of the statutes is created to read:

450.01 (21m) “Repackage” means to repack or otherwise change the container.

wrapper, or label of a prescription drug. Repackaging does not include the
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administration, delivery, or distribution of a prescription drug by a pharmacist to a

2 patient.

3 SECTION 9. 450.01 (23) of the statutes is created to read:

4 450.01 (23) “Wholesale distribution” does not include:

5 (@) Intracompany sales of prescription drugs.

6 (b) The administration, delivery, dispensing, sale, purchase, distribution,

7 trade. or transfer of a prescription drug or offer to sell, purchase, distribute, trade,’

8 or transfer a prescription drug for emergency medical reasons.

9 (c) The distribution of prescription dru g samples by a manufacturer’s
10 representative.
11 (d) Drug returns, when conducted by a hospital, health care facility, rotail
12 phasmacy, or charitable institution.
13 (e) The sale of minimal quantities of prescription drugs by retail franchises to
14 licensed health care providers for office use.
15 () The practice of pharmacy.
16 (g) The sale, transfer, merger, or consolidation of all or part of the business of
17 a pharmacy or pharmacies from or with another pharmacy or pharmacies, whether
18 accomplished as a purchase and sale of stock or business assets.
19 SECTION 10. 450.01 (24) of the statutes is created to read:
20 450.01 (24) “Wholesale distributor” means a person engaged in the wholesale
21 distribution of prescription drugs, including but not limited to repackagers,
22 own-label distributors, private label distributors, Jjobbers, brokers, warehouses,
23 including manufacturers’ and distributors’ warehouses, and drug wholesalers or
24 distributors, independent wholesale drug traders, and retail pharmacies or chain
25 pharmacy warehouses that conduct wholesale distribution.



Nov 03 05 12:59p p.5

W W N

(@) ]

© o =N &

10
11
12
13
14
15
16
17
18
19
20
21
22
23

LRB-3021/P1
JH:kjfrs
SEcTION 11

2005 - 2006 Legislature

SEcTION 11. 450.07 (title) of the statutes is amended to read:

450.07 (title) Manufacturers and-distributers; licensure.

SEcTION 12. 450.07 (2) of the statutes is repealed.

SecTION 13. 450.07 (3) of the statutes is repealed.

SEC 7(4 i ; n
ActH—is amended-to-read—

450-07 (b (trrtro)

The board shalt adopt Tulesprescribing—minimum

¥ 1ot 3 - PP | ol 7 P
standards for manufeetaring and distribaEag drugs—Rutes-adeptedtmder—this-
13

area-reemor-buttdingumessoreof the following applies:

SECTION 15. 450.071 of the statutes is created to read:

” ¢ b facility | y ol l (I'ﬂﬁé,f}'

(2) An applicant shall submit a form provided by the board showing all of the
following and swear or affirm the truthfulness of each item in the application:

(a) The name, business address, and telephone number of the applicant.

(b) All trade or business names used by the applicant.

(c) Names, addresses, and telephone numbers of contact persons for all
facilities used by the applicant for the storage, handling, and distribution of
prescription drugs.

(d) The type of ownership or operation for the applicant’s business.

A
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(e) If the applicant’s wholesale distribution business is a partnership, the
name. address, title, and telephone number of each partner, and the name of the
partnership.

() If the applicant’s wholesale distribution business is a corporation. the name,
address, title, and telephone number of each corporate officer and director, the name
of the corporation, and the state of incorporation.

(g) If the applicant’s wholesale distribution business is a sole proprietorship,
the name of the sole proprietor and the name of the business entity.

(h) A list of all licenses and permits issued to the applicant by any other state
that authorizes the applicant to purchase or possess prescription drugs.

(i) The name, address, and telephone number of a designated representative.

() For the person listed in par. (i), a personal information statement that
contains all of the following:

1. The person’s date and place of birth.

2. The person’s places of residence for the past 7 years.

3. The person’s occupations, positions of employment, and offices held during
the past 7 years.

4. The name and addresses for each business, corporation, or other entity listed
in subd. 3.

5. A statement regarding whether the person has been, during the past 7 years,
the subject of any proceeding for the revocation of any license or been prosecuted for
any criminal offense, and the disposition of the proceeding or prosecution.

6. A statement regarding whether the person has been, during the past 7 vears,

enjoined, either temporarily or permanently, from possessing, controlling, or
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distributing any prescription drug, and a description of the circumstances
surrounding the injunction.

7. A description of any involvement by the person with any business, including
investments, other than the ownership of stock in a publicly traded company or
mutual fund, during the past 7 years, that manufactured, administered, prescribed,
distributed, or stored pharmaceutical products or drugs, and a list of any lawsuits
in which such a business was named as a party.

8. A photograph of the person taken within the previous 30 days.

(3) Upon receipt of the application and information required in sub. (2), the
board shall conduct a physical inspection of the facility from which the applicant
intends to engage in the wholesale distribution of prescription drugs.

(4) The board shall grant a license to the applicant to engage in the wholesale
distribution of prescription drugs if the inspection conducted pursuant to sub. (3)
satisfies requirements adopted by the board for wholesale distribution facilities and
if the designated representative listed by applicant:

(@) Is at least 21 years old.

(b) Has been employed full time for at least 3 years in a pharmacy or with a
wholesale prescription drug distributor in a capacity related to the administration,
dispensing, and distribution of, and record keeping related to, prescription drugs.

{c) Has received a score of 75 percent or more on an examination designed and
administered by the board that tests the applicant's knowledge of state and federal
laws regarding the wholesale distribution of prescription drugs.

(d) Is employed by the applicant full time in a managerial level position.

(e) Is physically present at the wholesale prescription drug distributor's facility

during regular business hours and is involved in and aware of the daily operation of
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1 the wholesale prescription drug distributor. This paragraph does not preclude the
2 designated representative from taking authorized sick leave and vacation time or
3 from being absent from the facility for other authorized business or personal
4 purposes.

5 (f) Is a designated representative for only one applicant at any given time.

6 (g) Has not been convicted of violating any federal, state, or local law relating
7 to wholesale or retail prescription drug distribution or distribution of a controlled
8 substance.

9 (h) Has not been convicted of a felony.
10 (i) Submits to the department 2 fingerprint cards, each bearing a complete set
11 of the applicant’s fingerprints. The department of justice may provide for the
12 submission of the fingerprint cards to the federal bureau of investigation for the
13 purposes of verifying the identification of the applicant and obtaining the applicant’s
14 criminal arrest and conviction record.
15 (5) The board may set, by rule, continuing education requirements for
16 designated representatives under this section.

17 (6) Frcboard may-determine by-re—regrirerrersfor-surety-berding-or-ether—
18 me&mmm
19 sarry in orderto be licensed— ( ’nszr’\' (‘5)

20 SECTION 16. 450.072 of the statutes is created to read:

21 450.072 Wholesale distributors; restrictions on transactions. (1) A
22 wholesale distributor shall receive prescription drug returns or exchanges from a
23 pharmacy or chain pharmacy warehouse pursuant to the terms and conditions of the
24 agreement between the wholesale distributor and the pharmacy or chain pharmacy

25 warehouse. Returns or exchanges made under this section shall not be subject to the
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1 requirements of s. 450.073, but no wholesale distributor shall permit the entry of
2 adulterated or counterfeit product during a return or exchange of product.
3
4
5
6  —duty-to—verify—the person’s license ar state autherization-befare it distributes a.
8 (b} A manufacturer or wholesale distributor may distribute a prescription drug
9 only to the premises listed on the person’s license or authorization unless all of the
10 following are true:
11 1. The manufacturer or wholesale distributor distributes the prescription
12 drugs to an authorized agent of the person at the premises of the manufacturer or
i3 wholesale distributor.
14 2. The manufacturer or wholesale distributor documents the authorized
15 agent’'s name and address.
16 3. This method of distribution is necessary to promote or protect the health or
17 safety of the authorized agent's patient.
18 () A manufacturer or wholesale distributor may distribute a prescription drug
19 to a hospital pharmacy receiving area if a licensed pharmacist or another authorized
20 recipient signs, at the time of the distribution, a receipt that shows the type and
21 quantity of prescription drugs distributed.
22 (d) No manufacturer or wholesale distributor may accept payment for, or allow
23 the use of, a person’s credit to establish an account for the purchase of a prescription
24 drug from any person other than the owner of record, the chief executive officer, or

25 the chief financial officer listed on the license or authorization of a person who may
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receive prescription drugs. Any account established for the purchase of prescription
drugs shall bear the name of the licensed or authorized person.

SecTION 17. 450.073 of the statutes is created to read:

450.073 Wholesale distributors; pedigree. (1) Each wholesale distributor
shall establish and maintain an inventory and record of all transactions regarding
the receipt and distribution or other disposition of a prescription drug. The records
shall include a pedigree for each prescription drug that leaves the normal
distribution channel. This section does not apply to a retail pharmacy or a chain
pharmacy warehouse unless the pharmacy or chain pharmacy warehouse engages
in the wholesale distribution of prescription drugs.

(2) A pedigree shall contain all necessary identifying information concerning
each sale or point of distribution in the chain of the distribution of the prescription
drug from the manufacturer until final sale or distribution te a pharmacy or a person
dispensing or distributing the prescription drug. At a minimum, the pedigree shall
include:

(@ The name, address, telephone number, and, if available, electronic mail
address of each recipient or distributor of the prescription drug in the chain of
distribution, until the final sale or distribution that is described in sub. (2) (intro.}.

(b} The address of each location from which the prescription drug was
distributed, if different from the address provided in par. (a).

() The date of each distribution.

(d) Certification that each recipient authenticated the pedigree before
distribution of the prescription drug to the next point in the chain of distribution.

(e) The name, dosage strength, size and number of containers, lot number, and

name of the manufacturer for each prescription drug.
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SECTION 17

(3) The board may require. after December 31, 2007, wholesale distributors to
maintain an electronic pedigree. The board may determine, after consultation with
prescription drugs manufacturers, wholesale distributors, and pharmacies, when to
require all wholesale distributors to maintain an electronic pedigree.

(4) Each person who is engaged in the wholesale distribution of a prescription
drug. including a repackager but not including the original manufacturer of the
prescription drug, and who possesses a pedigree for the prescription drug shall verity
that each transaction recorded on the pedigree has occurred before the person may
distribute the prescription drug.

(5) Each pedigree shall be maintained by the final recipient in the chain of
distribution and by the wholesale distributor for 3 years from the date of sale or
distribution.

SecTioN 18. 450.074 of the statutes is created to read:

450.074 Wholesale distributors; penalties. (1) A persorrwho violates a

provision-of ss-456-071-+0-456-073tsguilty of a Class E felony.

(2) _Any-persurmwiio engages T MisTepresentation or fraud I order o distribrte

a prescriptiorrdrugarderss-450:07to-456-073-is-guitty-of o Class-E-felony——

ISy tstri e adulterated, mi

ynderss—450:07-t0-450.073 is guilty of a Class E felony. s :
( lnSe D}

(END)
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A. Every wholesale distributor who engages in the wholesale distribution of
prescription drugs must be licensed by the State licensing authority in the State in
which it resides, and every non-resident wholesale distributor must be licensed in
a State if it ships prescription drugs into that State, in accordance with this Act
before engaging in wholesale distributions of wholesale prescription drugs. The
State licensing authority shall exempt manufacturers from any licensing and other
requirements of this section, to the extent not required by Federal law or
regulation, unless particular requirements are deemed necessary and appropriate
following rulemaking.

B. Bond Requirement - The State licensing authority shall require every wholesale ~
distributor applying for a license to submit a bond of at least $100,000, or other gM
equivalent means of security acceptable to the State, such as an irrevocable. l@W ,
of credit or a deposit in a trust account or financial mstltunoﬁ pavable to a fund 5 ;é%

Kestabhshed by the State pursuant t6 paragraph (2). ;The pum(ﬁém :
secure payment of any fines or penalties imposed by the State and any fees and |
costs incurred by the State regarding that license, which are authorized under ;;?”

State law and which the licensee fails to pay 30 days after the fines, penalties, or *\ w:;,
costs become final. The State may make a claim against such bond or security
until 1 year after the licensee’s license ceases to be valid.-The bond shall cover— <:
all facilities opcrated by the applicant in the state] (g)The State licensing authonty““x
- shall establish a fund, separate from 1ts omMunts in which to deposn the i
wholesale distributor bonds R — B

C. Prescnptlon drugs fumlshed by a manufacturer or wholesale distributor shall be
delivered only to the premises listed on the license; provided that the
manufacturer or wholesale distributor may furnish prescription drugs to an
authorized person or agent of that person at the premises of the manufacturer or

wholesale distributor if:
(1)  The identity and authorization of the recipient is properly
established; and

(2) This method of receipt is employed only to meet the immediate
needs of a particular patient of the authorized person. é

D. Penalties (It important to distinguish between knowing and unknowing.) . \ G

(a) Unknowing Violations - If a person engages in the wholesale distribution)
of prescription drugs in violation of this Act, the person may be imprisoned for not more
than 15 years, and fined not more than $50,000, or both.

®)

owing Violations — If a person knowingly engages in wholesale
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AN ACT to repeal 450.07 (2) and 450.07 (3); to amend 450.01 (9), 450.07 (title)

1
2 and 450.07 (4) (b) (intro.); and to ereate 450.01 (1m), 450.01 (2m), 450.01 (11m),
3 450.01 (11r), 450.01 (13r), 450.01 (14m), 450.01 (21m), 450.01 (23), 450.01 (24),
4 450.071, 450.072, 450.073 and 450.074 of the statutes; relating to: the
5 wholesale distribution of prescription drugs, granting rule-making authority,
6 and providing a penalty.
Analysis by the Legislative Reference Bureau
This is a preliminary draft. An analysis will be provided in a later version.
The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:
v

7 SECTION 1. 450.01 (1m) of the statutes is created to read:
8 450.01 (Im) “Authentication” means verification, before distributing a
9 prescription drug, that each tx\'/ansacticn listed on a pedigree has occurred.

10 SECTION 2. 450.01 (2m) of the statutes is created to read:
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SECTION 2

450.01 2m) “Chain pharmacy warehouse” means a physical location for drugs
or devices that acts as a central warehouse and performs intracompany sales or
transfers of the drugs or devices to a group of chain pharmacies that have the same
common ownership and control.

SECTION 3. 450.01 (9) of the é{atutes is amended to read:

450.01 (9) “Distributor” means a person licensed by the board under s. 450.07
(2) 450.071.

v

SECTION 4. 450.01 (11m) of the statutes is created to read:

450.01 (11m) “Facility” means a facility of a wholesale distributor where
prescription drugs are stored, handled, repackaged, or offered for sale.

SECTION 5. 450.01 (11r) of the statutes is created to read:

450.01 (11r) “Intracompany sales” means any transaction or transfer between

any division, subsidiary, parent, or affiliated or related company under common

SECTION 6. 450.01 (13r) of thz statutes is created to read:

450.01 (13r) “Normal distribution channel” means a chain of custody for a
medication that goes from a manufacturer to a wholesale distributor to a pharmacy
or a chain pharmacy warehouse to j patient.

SECTION 7. 450.01 (14m) of the statutes is created to read:

450.01 (14m) “Pedigree” means a document or electronic file containing
information that records each distribution of a prescription drug within the
distribution channel. y

SECTION 8. 450.01 (21m) of the statutes is created to read:

450.01 (21m) “Repackage” means to repack or otherwise change the container,

wrapper, or label of a prescription drug. Repackaging does not include the
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SECTION 8

administration, delivery, or distribution of a prescription drug by a pharmacist to a
patient.
S/

SECTION 9. 450.01 (23) of the statutes is created to read:

450.01 (23) “Wholesale distribution” does not include:

(a) Intracompany sales of prescription drugs.

(b) The administration, delivery, dispensing, sale, purchase, distribution,
trade, or transfer of a prescription drug or offer to sell, purchase, distribute, trade,
or transfer a prescription drug for emergency medical reasons.

(c) The distribution of prescription drug samples by a manufacturer’s
representative.

. e NAL

(d) Drug returns, when conducted by a hospital, health care facility, fﬁg%?@ki

A 5 . . . .
Mé@?& or charitable institution.
, \ !

(e) The sale of minimal quantities of prescription drugs by retail franchises to

(f) The practice of pharmacy.

(g) The sale, transfer, merger, or consolidation of all or part of the business of
a pharmacy or pharmacies from or with another pharmacy or pharmacies, whether
accomplished as a purchase and sale of stock or business assets.

SEcCTION 10. 450.01 (24){f the statutes is created to read:

450.01 (24) “Wholesale distributor” means a person engaged in the wholesale
distribution of prescription drugs, including but not limited to repackagers,
own-label distributors, private label distributors, jobbers, brokers, warehouses,
including manufacturers’ and distributors’ warehouses, and drug wholesalers or
distributors, independent wholesale drug traders, and retail pharmacies or chain

pharmacy warehouses that conduct wholesale distribution.
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SECTION 11

v
SECTION 11. 450.07 (title) of the statutes is amended to read:

450.07 (title) Manufacturers and-distributors; licensure.
[

SECTION 12. 450.07 (2) of the statutes is repealed.
v Ny

SECTION 13 450 07 (3) of the statutes is repealed. e

i

SECTION 14, 450 07 (4) (b) (mtro ) of the statutes “as affected by 2005 Wisconsin

Act 14, is amended to read:

450.07 (4) (b) (intro.) The board shall adopt rules prescribing minimum

standards for manufacturing and-distributing drugs. Rules adopted under this

paragraph may not impose requirements regarding the storage of a controlled

substance in a safe, a steel cabinet, a vault, or any other secure storage compartment, /

"._area, room, or bulldlng unless one of the following aPPheS

v
SECTION 15. 45() 071 of the statutes is created to read

450.071 Wholesale distributors; licensure. (1) No person may engage in

(2) An applicant shall submit a form provided by the board showing all of the

following and swear or affirm the truthfulness of each item in the application:

(a) The name, business address, and telephone number of the applicant.
(b) All trade or business names used by the applicant.

(¢) Names, addresses, and telephone numbers of contact persons for all

facilities used by the applicant for the storage, handling, and distribution of

prescription drugs.

(d) The type of ownership or operation for the applicant’s business.
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SECTION 15

(e) If the applicant’s wholesale distribution business is a partnership, the
name, address, title, and telephone number of each partner, and the name of the
partnership.

(f) If the applicant’s wholesale distribution business is a corporation, the name,
address, title, and telephone number of each corporate officer and director, the name
of the corporation, and the state of incorporation.

(g) If the applicant’s wholesale distribution business is a sole proprietorship,
the name of the sole proprietor and the name of the business entity.

(h) A list of all licenses and permits issued to the applicant by any other state
that authorizes the applicant to purchase or possess prescription drugs.

(i) The name, address, and telephone number of a designated representative.

() For the person listed in par. (i), a personal information statement that
contains all of the following:

1. The person’s date and place of birth.

2. The person’s places of residence for the past 7 years.

3. The person’s occupations, positions of employment, and offices held during
the past 7 years.

4. The name and addresses for each business, corporation, or other entity listed
in subd. 3.

5. A statement regarding whether the person has been, during the past 7 years,
the subject of any proceeding for the revocation of any license or been prosecuted for
any criminal offense, and the disposition of the proceeding or prosecution.

6. A statement regarding whether the person has been, during the past 7 years,

enjoined, either temporarily or permanently, from possessing, controlling, or
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SECTION 15
distributing any prescription drug, and a description of the circumstances
surrounding the injunction.

7. A description of any involvement by the person with any business, including
investments, other than the ownership of stock in a publicly traded company or
mutual fund, during the past 7 years, that manufactured, administered, prescribed,
distributed, or stored pharmaceutical products or drugs, and a list of any lawsuits
in which such a business was named as a party.

8. A photograph of the person taken within the previous 30 days.

(3) Upon receipt of the application and information required in sub. (2), the
board shall conduct a physical inspection of the facility from which the applicant
intends to engage in the wholesale distribution of prescription drugs.

(4) The board shall grant a license to the applicant to engage in the wholesale

distribution of prescription drugs if the inspection conducted pursuant to sub. (3)

[

f the designated representative listed by applicant:

(a) Is at least 21 years old.

(b) Has been employed full time for at least 3 years in a pharmacy or with a
wholesale prescription drug distributor in a capacity related to the administration,
dispensing, and distribution of, and record keeping related to, prescription drugs.

(c) Has received a score of 75 percent or more on an examination designed and
administered by the board that tests the applicant’s knowledge of state and federal
laws regarding the wholesale distribution of prescription drugs.

(d) Is employed by the applicant full time in a managerial level position.
(e) Is physically present at the wholesale prescription drug distributor’s facility

during regular business hours and is involved in and aware of the daily operation of
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SECTION 15

the wholesale prescription drug distributor. This paragraph does not preclude the
designated representative from taking authorized sick leave and vacation time or
from being absent from the facility for other authorized business or personal
purposes.

(f) Is a designated representative for only one applicant at any given time.

(g) Has not been convicted of violating any federal, state, or local law relating
to wholesale or retail prescription drug distribution or distribution of a controlled
substance.

(h) Has not been convicted of a felony.

(i) Submits to the department 2 fingerprint cards, each bearing a complete set
of the applicant’s fingerprints. The department of justice may provide for the
submission of the fingerprint cards to the federal bureau of investigation for the
purposes of verifying the identification of the applicant and obtaining the applicant’s

(6) The board may set, by rule, continuing education requirements for

designated representatives under this section.

L

(6) The board may determine, by rule, requirements for surety bonding or other —_
)

i

,,;z’l'«{ability coverage that each wholesale distributor licensed under this sectionws]:;va.llf”f

é’xgwarry in order to be licensed. .. , / ’B

SECTION 16. 450.072 of the statutes is created to read:

450.072 Wholesale distributors; restrictions on transactions. (1) A
wholesale distributor shall receive prescription drug returns or exchanges from a
pharmacy or chain pharmacy warehouse pursuant to the terms and conditions of the
agreement between the wholesale distributor and the pharmacy or chain pharmacy

warehouse. Returns or exchanges made under this section shall not be subject to the
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SECTION 16
requirements of s. 450.073, but no wholesale distributor shall permit the entry of
adulterated or counterfeit product during a return or exchange of product.

(2) (a) A manufacturer or wholesale distributor may distribute a prescription

ilesddllof e
,,»f\é,:iém{; ,% ¥ ﬁ*% o Aggﬁgé’w}ggf‘ or |
§ eS8 §€W %""}ffg ,.:“%Jff‘ g—vﬁ;ﬁ % ﬁy -
e x..ﬁ;;_& {eé“é e ,

ﬁ%ﬁé the prescription

drugs to an authorized agent of the person at the premises of the manufacturer or

(ANt , @ T
wholesale distributor, I f? ﬁ{ %%Q“ ol éwm? are 11/

|

% i The manufacturer or wholesale distributor documents the authorized”
o T é«;é /
’ e o i ¢
agent’s name and address. e
LI

?3 '1“his method of distribution is necessary to promote or protect the?g?%é“ltﬁgr
safety of the authorized agent’s patient.

f}eg&i manufacturer or wholesale distributor may distribute a prescription drug
to a hospital pharmacy receiving area if a licensed pharmacist or another authorized
recipient signs, at the time of the distribution, a receipt that shows the type and
quantlty of prescrlptlon drugs distributed.

(?‘5 ﬁd’ manufacturer or wholesale distributor may accept payment for, or allow
the use of, a person’s credit to establish an account for the purchase of a prescription
drug from any person other than the owner of record, the chief executive officer, or

the chief financial officer listed on the license or authorization of a person who may
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SECTION 16

receive prescription drugs. Any account established for the purchase of prescription
drugs shall bear the name of the licensed or authorized person.

SECTION 17. 450.073 of tl:; statutes is created to read:

450.073 Wholesale distributors; pedigree. (1) Each wholesale distributor
shall establish and maintain an inventory and record of all transactions regarding
the receipt and distribution or other disposition of a prescription drug. The records
shall include a pedigree for each prescription drug that leaves the normal
distribution channel. This section does not apply to a retail pharmacy or a chain
pharmacy warehouse unless the pharmacy or chain pharmacy warehouse engages
in the wholesale distribution of prescription drugs.

(2) A pedigree shall contain all necessary identifying information concerning
each sale or point of distribution in the chain of the distribution of the prescription
drug from the manufacturer until final sale or distribution to a pharmacy or a person

1o drirg A+ o it tha ..”\d'm., 1. .
1011 GY Uug. AL aliiliiiiiiulill, ule pe 1

(a) The name, address, telephone number, and, if available, electronic mail
address of each recipient or distributor of the prescription drug in the chain of
distribution, until the final sale or distribution that is described in sub. (2) (intro.).

(b) The address of each location from which the prescription drug was
distributed, if different from the address provided in par. (a).

(c) The date of each distribution.

(d) Certification that each recipient authenticated the pedigree before
distribution of the prescription drug to the next point in the chain of distribution.

(e) The name, dosage strength, size and number of containers, lot number, and

name of the manufacturer for each prescription drug.
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1 (8) The board may require, after December 31, 2007, wholesale distributors to
2 maintain an electronic pedigree. The board may determine, after consultation with
3 prescription drugs manufacturers, wholesale distributors, and pharmacies, when to
4 require all wholesale distributors to maintain an electronic pedigree.
5 (4) Each person who is engaged in the wholesale distribution of a prescription
6 drug, including a repackager but not including the original manufacturer of the
7 prescription drug, and who possesses a pedigree for the prescription drug shall verify
8 that each transaction recorded on the pedigree has occurred before the person may
9 distribute the prescription drug.
10 (5) Each pedigree shall be maintained by the final recipient in the chain of
11 distribution and by the wholesale distributor for 3 years from the date of sale or o
12 distribution. ES 1/
13 SECTION 18. 450.074 of tﬁa statutes is created to read:
@ 450.074 Wholesale distributors; penalties. (1) A persor
15 provision of ss. 450.071 to 450.073 is guilty of a Class E felony P
16 1 /»"" ‘ 62“-)*» Any persoﬁw\;l;g:l;;gg;sv ;1; Iﬁ;s?éwpreséﬁ;:;;l;; or fraud mHOIidgrwtg &;;E;lbut(: T
17 fa prescription drug under ss. 450.071 to 450.073 is guilty of a Class E felony. %
18 j (3) Any person who adulterates, misbrands, or counterfeits a prescription drug ;
19 : in order to distribute the adulterated, misbranded, or counterfeit prescription drug ;;
20 ; under ss. 450.071 to 450 073 is guilty of gmglass E felony , /



2005-2006 DRAFTING INSERT LRB-3021/P2ins
FROM THE PJHKjfrs
LEGISLATIVE REFERENCE BUREAU

INSERT B:

ﬂéq:\DThe board shall require every wholesale distributor to submit a surety bond

\(f\ acceptable to the board of at least $100,00%g;)ther equivalent means of security

acceptable to the board.



Page 1 of 2
SN

Hurley, Peggy

From: Raschka, Adam

Sent:  Friday, January 13, 2006 1:53 PM

To: Hurley, Peggy

Subject: RE: Hopefully the last changes to Irb 3021/2

That will work just fine. Thanks Peggy. | assume this wouldn't take very long to get drafted?

From: Hurley, Peggy

Sent: Friday, January 13, 2006 11:57 AM

To: Raschka, Adam

Subject: RE: Hopefully the last changes to Irb 3021/2

Hi Adam,

I talked this over with Mike Dsida, who drafts in criminal areas, and he suggested just saying "anyone who
violates . . . " and "anyone who intentionally violates . . . ".

From: Raschka, Adam

Sent: Friday, January 13, 2006 11:07 AM

To: Hurley, Peggy

Subject: RE: Hopefully the last changes to Irb 3021/2

We're concerned that negligently is too high of a standard. Is there a different term we can use?

From: Hurley, Peggy

Sent: Friday, January 13, 2006 11:01 AM

To: Raschka, Adam

Subject: RE: Hopefully the last changes to Irb 3021/2

Hi Adam,

I can make the first two changes, but "unknowingly" is not used in the statutes. The correct term is negligently (as
opposed to knowingly).

Peggy

From: Raschka, Adam

Sent: Friday, January 13, 2006 10:59 AM

To: Hurley, Peggy

Subject: Hopefully the last changes to Irb 3021/2

Peggy, can you please make the following changes to Irb 3021/2. Thanks for your help on this.
1. Add as the final sentence to Section 14, page 4, line 8, the following sentence.
“The board shall exempt manufacturers from any licensing and other requirements of this

section, to the extent not required by Federal law or regulation, unless particular requirements
are deemed necessary and appropriate following rulemaking.”

01/16/2006
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2. Add as the final sentence to Section 16, page 8, line 25: “This sectWt apply to a

transfer from a manufacturer's warehouse to a wholesale distributor.”

3. Change section 17, page 10, line 1: replace negligently to unknowi

01/16/2006

ngly/



